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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/28/2009 has been entered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-11, 14-26, 30-40, 44, and 45 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. In regards to claims 1 , 
1 6, and 35, the Examiner was unable to find support in the originally-filed disclosure for 
the combination of a first layer that leaves an uninsulated region and a second layer that 
is not adjacent to the surface of the electrode. Although support was found for "leaving 
a relatively small uninsulated region" of the first layer (page 5, lines 7-8) and a second 
layer that "at least partially covers the polymeric base coat" (page 5, line 23), the 
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Examiner was unable to find support for an electrode that leaves an uninsulated portion 
and has a second layer not adjacent to the surface of the electrode. For instance, the 
second layer could be adjacent the electrode over the uninsulated portion (i.e., the 
second layer could cover the uninsulated portion). There is no support for leaving a 
certain area uninsulated and leaving that same certain area free of the second drug- 
eluting layer. Any negative limitation or exclusionary proviso must have basis in the 
original disclosure. The mere absence of a positive recitation is not basis for an 
exclusion. Any claim containing a negative limitation which does not have basis in the 
original disclosure should be rejected under 35 USC 112, first paragraph, as failing to 
comply with the written description requirement (See MPEP 2173.05(i)). Similarly, claim 
30 recites that the drug elution polymer layer is the inner layer leaving an uncoated 
portion and that the polymer barrier is adjacent the inner layer and not adjacent the 
surface of the electrode, but only the "polymer primer layer" has been disclosed as 
leaving an uninsulated region. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1-11, 14, and 15 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The claim recites "a second layer adjacent 
the fist layer and not adjacent to the surface of the electrode including at least one 
pharmacological agent." It is unclear whether the first layer or the second layer includes 
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the pharmacological agent. The Examiner is considering the second layer to include 
the at least one pharmacological agent, but the claim should be clarified. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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8. Claims 1-7, 9-11, 14-23, 25, 26, and 30-33 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Altman (US 5,551 ,427, hereinafter "Altman"), or in the 
alternative under 35 U.S.C. 103(a) as being unpatentable in view of Altman and Bolz et 
al. (US 5,964,794, hereinafter "Bolz"). 

9. In regards to claims 1 , 5, 9-1 1 , 1 6, 21 , 25, 26, and 30, Altman discloses a pulse 
generator (col. 1 1 , lines 22-25); an electrical lead having a lead body and conductor 
(Fig. 9); and an electrode coupled to the conductor (Fig. 10), wherein the electrode 
includes a coating on at least a portion of the surface of the electrode, the coating 
including four or more layers (Fig. 16; the coating on the "portion of the electrode" is an 
arbitrary radially-projecting cylinder that passes through matrix (60) and at least two 
drug particles (156, 158, and 160) - the claim language does not require that the 
coating cover any more than an arbitrarily small portion of the electrode, nor do the 
claims require anything more than arbitrary divisions between the coats/layers). 
Further, the first/inner layer of this coating includes an insulative polymer primer 
material (the matrix) while leaving an uninsulated region (Fig. 10 and col. 11, lines 38- 
40 - all layers leave an uninsulated/uncoated region), the second layer (the region of 
the first drug particle in the arbitrarily small cylinder) is adjacent the first layer and not 
the electrode and includes at least one pharmacological agent, a third/outer layer (the 
region of the second drug particle in the arbitrarily small cylinder) includes at least one 
pharmacological agent/only a pharmaceutical agent (160), and a fourth porous 
polymeric layer (an arbitrary region of the cylinder containing drug and matrix) regulates 
the release of drug from the matrix (with respect to more inner regions - col. 14, lines 
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11-14). The Examiner's position is that the claim language permits the differentiation 
between "layers" to be an arbitrary division because the layers, as claimed, do not 
necessarily exclude insulation, drug, or the combination of the two in any of the layers. 
Alternatively and additionally, Altman does not explicitly disclose that the radially- 
heterogeneous insulation and drug regions are four distinct "layers" applied in coats. 
However, Bolz teaches providing drug-eluting coatings to implantable electrodes in at 
least four distinct layers applied in coats (Fig. 8) to provide the predictable result of 
improved biocompatibility, drug release, and electrical characteristics (col. 1, lines 62-66 
and col. 2, lines 1-25) with conventional coating techniques. Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify Altman's invention by providing the four drug-eluting coatings in layers to 
provide the predictable result of improved biocompatibility, drug release, and electrical 
characteristics with conventional coating techniques. 

10. In regards to claims 2, 17, and 31, the electrode includes a helical tip (Fig. 10). 

11. In regards to claims 3, 4, 6, 7, 14, 18-20, 22, and 23 the agent comprises an anti- 
arrhythmia agent (col. 6, lines 61-67). Claims 4, 7, 14, 19, 20, and 23 only limit the 
optional ("or") anti-inflammatory agent of the claim from which it depends, and Altman 
discloses an anti-arrhythmia agent. As such, an anti-arrhythmia agent still anticipates 
claims 4, 7, 14, 19, 20, and 23. 

12. In regards to claim 1 5, the first layer increases the impedance of the electrode as 
it is an insulator (col. 10, line 28). 
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13. In regards to claim 33, the agent is an anti-inflammatory drug (col. 6, lines 65 and 
66). 



14. Claims 35, 36, 37, 39, 40, 44, and 45 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Altman in view of Bolz. 

15. In regards to claims 35, 39, 40, 44, and 45 Altman discloses the essential 
features of the claimed invention (as described above) including a first arbitrary 
layer/region comprising a polymeric base coat that does not coat a region of the 
electrode; a second arbitrary layer/region comprising a polymer and drug that at least 
partially coats the first layer and not the surface of the electrode (Figs. 1 0 and 1 6); a 
third arbitrary layer/region that comprises at least one drug and regulates the release by 
the second layer (as the drug must diffuse through this layer); and a fourth arbitrary 
layer/region between the second and third layers comprising a porous barrier (with 
respect to the more inner layers). Altman does not disclose that these layers/regions 
are coated sequentially, as claimed, by spraying. However, Bolz teaches that it is 
known to provide drug-eluting coatings, such as Altman's coating shown in Figures 10 
and 16, to implantable electrodes in at least four distinct layers applied in coats (Fig. 8) 
by spraying (col. 7, line 42) to provide the predictable result of improved 
biocompatibility, drug release, and electrical characteristics (col. 1, lines 62-66 and col. 
2, lines 1-25) with conventional coating techniques. Therefore, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
modify Altman's invention by providing the four drug-eluting coatings in layers by 



Application/Control Number: 10/675,920 Page 8 

Art Unit: 3762 

spraying to provide the predictable result of improved biocompatibility, drug release, and 
electrical characteristics with conventional coating techniques. 

16. In regards to claims 36 and 37, the agent comprises an anti-arrhythmia agent 
(col. 6, lines 61-67). Claim 37 only limits the optional ("or") anti-inflammatory agent of 
claim 36, and Altman discloses an anti-arrhythmia agent. As such, an anti-arrhythmia 
agent still anticipates claims 37. 

17. Claims 8, 24, and 38 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Altman (or Altman and Bolz), as applied to claims 5, 21, and 35 above, and further 
in view of Benz et al. (US 6,879,861 , hereinafter "Benz"). Altman's (or Altman's 
modified) invention discloses the essential features of the claimed invention except for a 
base coat comprising EVOH. However, Benz teaches that it is known in the art to 
provide electrode insulation base coats comprising EVOH (col. 5, line 44) to provide the 
predictable result of an insulator more resistant to dielectric breakdown (title). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify Altman's invention by providing an insulation base 
coat comprising EVOH to provide the predictable result of an insulator more resistant to 
dielectric breakdown. 

18. Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over Altman 
(or Altman and Bolz), as applied to claim 30 above, and further in view of Casa-Bejar et 
al. (US 2002/0138123, hereinafter "Casa-Bejar"). Altman's (or Altman's modified) 
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invention discloses the essential features of the claimed invention except for an agent 
including an anti-proliferative drug. However, Casa-Bejar teaches that it is known in the 
art to provide agents including anti-proliferatives (par. 0005) to implantable devices to 
provide the predictable result of improving biocompatibility. Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify Altman's invention by providing an agent including an anti-proliferative to 
provide the predictable result of improving biocompatibility. 

Response to Arguments 
19. Applicant's arguments with respect to claims 1-11, 14-26, 30-40, 44, and 45 have 
been considered but are moot in view of the new ground(s) of rejection, necessitated by 
amendment. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL KAHELIN whose telephone number is 
(571)272-8688. The examiner can normally be reached on M-F, 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michael Kahelin/ 
Examiner, Art Unit 3762 



